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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Peri df r Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )1S Responsive to communication(s) filed on 19 May 2003 . 
2a)D This action is FINAL. . 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) 25-63 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) S Claim(s) 43 is/are allowed. 

6) [3 Claim (s) 25-37.39 and 43-63 is/are rejected. 

7) [x] Claim(s) 38 and 40-42 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

1 1) D The proposed drawing correction filed on is: a)D approved b)Q disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 



3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) D The translation of the foreign language provisional application has been received. 

15) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1 ) ^ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) ^ Information Disclosure Statement(s) (PTO-1449) Paper No(s) 11+12 . 6) □ Other: 



U.S. Patent and Trademark Office 
PTO-326 (Rev. 04-01) 
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Part of Paper No. 13 
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DETAILED ACTION 

Claims 

1 . Pursuant to entry of the amendment of 19 May 2003 (Paper No. 10) in response 
to the office action dated 16 January 2003 (Paper No. 8), claims 25-63 are pending. 

Information Disclosure Statements 

2. The information disclosure statements (IDS's) submitted on 19 May 2003 and 09 
June 2003 (Paper Nos. 11 and 12, respectively) were considered by the examiner. 

Rejections Withdrawn 

3. The 35 USC 112 rejection of claim 32 as indefinite, as expressed in section 5 of 
Paper No. 8, is withdrawn in view of applicant's arguments in Paper No. 10. 

4. The 35 USC 102 rejection of claims 25-26, 28-29, 31 and 44 as anticipated by 
Herman et al, as recited in section 7 of Paper No. 8, is withdrawn in view of applicant's 
arguments in Paper No. 10. 

5. The 35 USC 103 rejection of claims 27, 30, 32-43 and 45-57 as unpatentable 
over Herman, as set out in section 10 of Paper No. 8, is withdrawn in view of applicant's 
arguments in Paper No. 10. 

Allowable Subject Matter 

6. Claim 43 is allowed. The prior art of record fails to teach the production of stents 
via the cold spray thermal processing technique recited in claim 43. 

Claims 38 and 40-42 objected to as being dependent upon a rejected base claim, 
but would be allowable if rewritten in independent form including all of the limitations of 
the base claim and any intervening claims. 
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New Rejections 

Claim Rejections - 35 USC § 1 12 

7. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

8. Claims 30, 33 and 39 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

In claim 30, what does "composites" mean? 
In claim 33, what does "swaged" mean? 

In claim 39, what does "to sinter grains of the medical device together" mean? 
Please clarify the claims. 

C/a/>7? Rejections - 35 USC $ 102 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless <- 

(e) the invention was described in (1) an application for.patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

10. Claims 25, 29, 31 and 37 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Schwarz et al (US 6,368,658). 

Schwarz teaches stents (col. 3, lines 54-55) that have coatings of various 
materials applied by various coating means thereto. 
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Plasma coating is discussed at col. 1 1 , lines 3-1 5. Air atomization, ionization, 
deposition, chemical vapor deposition and others are discussed at col. 12, lines 56-60. 
The use of air atomization is discussed at col. 8, line 27 through col. 9, lines 37). 

The coating materials can be metals (col. 10, lines 65-67), ceramics, col. 10, line 
67), or polymers or polymer precursors (col. 5, line 63 and col. 1 1 , lines 6-12). 

Plasma treatment may be used to enhance crosslinking (col. 11, lines 12-14). 

Claim Rejections - 35 USC § 103 

1 1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

12. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

13. Claims 25, 26, 28-31 , 36, 44-59 and 61 and 63 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Schwarz in view of Chow et al (US 6,447,848). 

Schwarz is discussed above. 
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It fails to teach alloys, composite (or mixed) coating materials, graded coatings, 
heat treatment after coating, net-shaped stents, coatings with particle sizes less than 
thirty-two microns and stainless steel substrates of certain types. 

Chow teaches metal-metal combinations [i.e., alloys], ceramic-metal and organic- 
inorganic [i.e., composites] as materials (col. 4, lines 32-34) in thermally sprayed 
coatings (col. 3, lines 13-14 and col. 4, lines 23-24). Post deposition heat treatment is 
discussed at col. 5, lines 58-59. Particles deposited have diameters of less than 0.1 
micron (col. 6, lines 42-46). The substrate coated may be steel (col. 7, line 24). The 
coatings are graded (col. 2, line 18 and col. 6, line 52). 

It is well known in the art that stents may be net shaped. 

It is well known in the art that "graded" refers to coating at differing thicknesses. 

The patents are analogous because they both deal with spray coating 
techniques. 

It would have been obvious to one having ordinary skill in the art at the time that 
the invention was made to employ the material combinations of Chow, along with its 
heat treatment, particle size and steel substrates to produce graded coatings for the 
stents of Schwarz in order to make stents with graded coating levels thereon. 

The motivation to use the material combinations, heat treatment, and particle 
sizes of Chow, to coat the stents of Schwarz is found at col. 2, lines 18 of Chow, where 
graded coatings are discussed. 

It is deemed desirable to make stents having graded coatings thereon in order to 
make the coated surface more malleable. 
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The selection of stainless steel of a suitable type as the steel substrate in the 
stents suggested by the combination of Schwarz and Chow is deemed a matter of 
engineering choice, depending upon the properties desired in the final product. 
14. Claims 25-27, 31-32 and 34-37 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Helmus et al (US 2002/0032477A1 ; filed 15 May 1998) in view of 
Herman. 

Helmus teaches stents (title) coated via spray coating (par. 0016), with polymers 
(par. 0017). The polymers may be applied at differing thicknesses to tailor the release 
profile of any active material in the polymer coating (par. 0021 , first sentence). The 
coating is subjected to crosslinking (par. 0021, first sentence) and curing (par. 0021, 
penultimate sentence). Stainless steel stents are coated (par. 0019). 

It is well known that heating and annealing will cure polymeric coatings on 
substrates. 

Helmus fails to teach the cold- spray coating process of Herman. 

Herman is discussed in section 7 of Paper No. 8. Note, that, in the first column 
on page 17, in the fourth full paragraph, it discusses polymer coatings. In the third 
paragraph in that column, it teaches that "cold spray" processes are nonthermal. 

Herman and Helmus are analogous because both deal with polymeric coatings. 

It would have been obvious to one having ordinary skill in the art at the time that 
the invention was made to employ the coating process of Herman when making the 
polymer coated stents of Helmus in order to make nonthermal coatings. 
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The motivation to employ the processes of Herman when making the coated 
stents of Helmus is found in the third paragraph in the first column of Herman, where it 
states that its "cold spray" process is nonthermal. 

It is deemed desirable to make stents with nonthermal coating techniques in 
order to lower the cost of making the coated stents. 

15. Claims 25, 28 and 61-62 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Herman in view of Simm et al (US 4,681 ,734). 

Herman is discussed above. Note that it teaches biomedical implants in the first 
column on page 23. 

It fails to teach coatings having grain sizes less than thirty-two microns. 

Simm teaches atomized metals coated onto substrates such that the particles 
deposited have grain sizes of 27 microns or less (abstract). The coatings have 
improved resistance to pulling by traction (abstract). 

The references are analogous because both deal with coating substrates with 
metals. 

It would have been obvious to one having ordinary skill in the art at the time that 
the invention was made to employ the atomized metal particles of Simm in the coating 
process of Herman in order to make coated biomedical implants having metal coatings 
that resist pulling by traction. 

The motivation to employ the particles of Simm in the coating process of Herman 
is found in the Simm abstract, where its coatings are said to have improved resistance 
to pulling. 
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It is deemed desirable to produce coated implants having resistance to pulling by 
traction in order to facilitate surgical insertion of the implants. 
16. Claims 60 and 63 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Herman and Simm as applied to claims 25, 28 and 61-62 above, and further in 
view of Schwarz. 

Herman and Simm are discussed above. They fail to teach coated stents. 
Schwarz is discussed above. 

The references are analogous because they all teach the coating of articles with 
metals. 

It would have been obvious to one having ordinary skill in the art at the time that 
the invention was made to employ the process suggested by the combination of 
Herman and Simm above, to coat the stents of Schwarz in order to produce stents 
having metal coatings that resist pulling by traction. 

The motivation to employ the particles of Simm in the coating process of Herman 
for coating Schwarz's stents is found in the Simm abstract, where its coatings are said 
to have improved resistance to pulling. 

The motivation to employ the processes of Herman when making Schwarz's 
coated stents is found in the third paragraph in the first column of Herman, where it 
states that its "cold spray" process is nonthermal. 

It is deemed desirable to produce coated stents having resistance to pulling by 
traction in order to facilitate surgical insertion of the implants. It is also deemed 
desirable to make coated stents via nonthermal processing, in order to lower cost. 
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17. Claim 39 is rejected under 35 U.S.C. 103(a) as being unpatentable over Noiles et 
al (US 5,358,533) in view of Herman. 

As best understood by the examiner, claim 39 reads on thermal spray coating a 
medical device with a polymer material and sintering the coating. 

Noiles teaches coating an implant with a sinterable metal/binder mixture and 
sintering the coating (col. 2, lines 67 through col. 3, lines 9). 

It fails to teach cold spray coating. 

Herman is discussed above. 

The references are analogous because they both deal with metal-containing 
coatings for medical implants. 

It would have been obvious to one having ordinary skill in the art at the time that 
the invention was made to employ the cold spray coating process of Herman to apply 
the sinterable metal/binder mixtures of Noiles to its implants in order to carry out the 
coating process nonthermally. 

The motivation to employ the cold spray process of Herman to produce the 
coated implants of Noiles is found in the first column on page 17 of Herman, where it 
teaches that its process is nonthermal. 

It is deemed desirable to coat sinterable metals onto implants nonthermally in 
order to lower the cost of producing the coated implants. 

Response to Arguments 

18. Applicant's arguments with respect to claims 25-63 have been considered but are 
moot in view of the new ground(s) of rejection. 
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Conclusion 

Any inquiry concerning this communication should be directed to the Examiner, 
Sandra M. Nolan, whose telephone number is 703/308-9545. The Examiner can 
normally be reached on Monday through Thursday, from 6:30 am to 4:00 pm, Eastern 
Time. 

If attempts to reach the Examiner by telephone are unsuccessful, her supervisor, 
Harold Pyon, can be reached at 703/308-4251 . The general fax number for the art unit 
is 703/305-5436. The fax number for after final communications is 703/872-9310. The 
receptionist answers 703/308-0661. 

S. M. Nolan 
Patent Examiner 
Technology Center 1700 



SMN/smn 
09880514(13) 
29 July 2003 



